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PROCEEDI NGS
(10: 05 a.m)

CHI EF JUSTI CE ROBERTS: W'l |l hear argunent
first this morning in Case 10-844, Caraco Pharmaceutica
Laboratories v. Novo Nordi sk.

M. Hurst.

ORAL ARGUMENT OF JAMES F. HURST
ON BEHALF OF THE PETI TI ONERS

MR. HURST: M. Chief Justice, and may it
pl ease the Court:

Si nce 1984, whenever an -- a drug has
mul ti pl e FDA- approved uses, there has been a statutory
path for generic drugs to reach the market if there are
specific uses not covered by a patent. Here, there is
no di spute that Novo's patent does not claimthe use of
repagl i ni de when used al one, and that is "an approved
met hod" of using the drug. Even though that matches the
statutory | anguage exactly, Novo is arguing that in this
case, our counterclaimto correct their bl ocking use
code is thwarted by the fact that their patent does

claima different approved use --

JUSTICE GINSBURG: Is it first -- is it
first approved, the drug itself -- they're not
claimng that, because that -- that patent has expired,

hasn't it?

Alderson Reporting Company
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MR. HURST: That patent has |

and they also had a patent using -- for t

drug to treat

patent has | ong expired. The only patent

ong expired,

he use of the

di abet es through any nmet hod, and that

that's left

that Novo has is specifically limted to the use of

repaglinide in conmbination with metformn to treat

di abet es.

My client, Caraco, is attenpti

the market for admttedly non-infringing

ng to get on

uses, which

occupy about 70 percent of the marketplace out there.

JUSTI CE ALI TO. Suppose | sali

does not cite a Suprene Court deci sion.

correct statenment?

MR. HURST: | believe that --

d your brief

Wul d that be a

that -- if --

it depends on the context of the sentence, but | think

that would be a correct statenent if | understand the

way you are asking the question.

You are asking the question

suggests to ne by context, you're asking

n a way that

whether | cite

any Suprenme Court precedent. But the context here is a

little bit different, because the context

here in the

counterclaimis a situation where drugs routinely have

multiple and different distinct uses. And in that

cont ext -

hundr eds,

JUSTI CE ALI TGO Well, we have hundreds and

probably thousands of opinions,

Alderson Reporting Company
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cite -- there were many of themthat you d
You cited quite a few, but you didn't cite

MR. HURST: That's true, that'
when a judge -- when a judge says to ne th

you are going to lose this case because yo

idn't cite.
all of them

s true. But
at, you know,

u didn't cite

an applicable precedent, | amgoing to hear that to nean

| didn't cite a specific particular case.

many ways to use the word "an
where it clearly does not nean "any." For
"The prosecutor failed to get a conviction
did not prove an elenent of the offense.”

on ny way to the party because | failed to

"My cake fell because | did not include an

So the context speaks volunmes in terns of

an" means "any" in any particul ar context
JUSTI CE SCALIA: But -- but th
here, one would expect it to say, if it me
say it nmeant, a -- did not claima use ass
generic.
MR. HURST: Justice Scalia --
JUSTI CE SCALI A:  But not just
a use" and we have to fill in, that is "th
by the generic."” That's a strange thing t

MR. HURST: Justice Scalia, |

qui bbling with the fact that this could --

Alderson Reporting Company
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could have been witten nore elegantly. M qguess is
t hat al nost every statute this Court is asked to
construe, there are different ways that it could have
been written to resolve the issue in question.

JUSTI CE SCALIA: It's not a matter of
el egance. It's a matter of how | would have expected it
to be -- to be framed if it nmeant what you -- what you
say it nmeans. |It's -- so easy to say that, does not
claimthe use asserted by the generic. M goodness --
and that's what you say it nmeans.

MR. HURST: If -- and | ook at the context.
The statute does not ask the brand conpany to identify
an approved use that the patent does-.claim It puts the
burden on the ANDA applicant to cone into court, file a
counterclaim and identify an approved use that the
patent does not claim W' ve carried that burden tw ce
over. There are two approved uses that the patent does
not claim Context --

JUSTICE ALITG As | understand your
argument, you satisfy the -- the ground for seeking
del etion or correction was satisfied even before Novo
wrote the new use code that you claimis overly broad.
When the use code said sinply the use of repaglinide
with netformn, the -- the ground for seeking deletion

or correction was satisfied, wasn't it?

Alderson Reporting Company
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MR. HURST: Well, | nmean -- the truth is the
patent -- yes -- the answer to that question is yes.

But | would have no reason to go into court to fix a use
code that is not bl ocking ne.

JUSTICE ALITG No, but that's another -- so
there are two oddities in the way you read the statute.
Now, nmaybe Congress just did a bad job of drafting. But
the first is the one we were discussing before, and
that's the second one, that -- your -- your beef really
is not that the patent does not include every use. Your
beef is that the source -- the use code is too broad,
and yet that is not the ground that the statute sets out
for seeking deletion or correction.

MR. HURST: | believe it does, because it
tal ks about -- there's two renedies: the deletion
remedy and the correction renedy. As we read the
statute, we preserve distinct roles for the correction
remedy and the deletion remedy. As Novo reads this
statute, they all but acknow edge that they are witing
the word "correct” out of the statute, because there is
no nmeani ngful role for the correction renedy as Novo is

reading this statute.

They call the correction remedy a -- a relic
of a failed bill. And in fact, they haven't identified
any meani ngful role for the word "correct"” in the

Alderson Reporting Company
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statute as they read this statute.

Remenber, what they say is there is two
pi eces of information that qualify as patent
i nformation: expiration dates and patent nunbers.
Not hi ng el se. The correction renedy can never reach an
expiration date under any circunstances.

| haven't heard Novo to argue ot herw se.
What they're saying is if a patent is correctly |isted
in the Orange Book, this counterclaimis unavail abl e.
So what does that nean? |f the brand conpany
i ncorrectly lists the expiration date for a properly
listed patent as 2150, this counterclaimis not
avail able to correct the expiration date.

So that | eaves only one single piece of
i nformation that could possibly be addressed by the
correction remedy. And what does Novo say? Patent
numbers: They say well, the correction remedy could be
avail able for fixing typos in a patent.

JUSTI CE SCALIA: Well, it's not nuch, but
it's sonething.

(Laughter.)

JUSTI CE SCALI A: And -- and the way you are
tal king, you seemto assune that all the problens in the
worl d have to be addressed by this statute. Wuld you

have no renmedy by -- by suing the FCC for accepting uses

Alderson Reporting Company
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that -- that it should not have accepted?

MR. HURST: | -- whether | do have
alternative renedi es doesn't answer the question about
whet her | have a renmedy in -- for this particular
countercl aim

JUSTI CE SCALIA: That's true, but if -- but
if you have alternative renmedies, | amnot terribly
shocked by the fact that you don't have a renmedy under
this statute.

MR. HURST: | don't have any good renedies
under this statute. | could not, Justice Scalia, sue
t he FDA for accepting the use code, at |east based on
exi sting | aw, because the FDA' s position is that their
role with respect to patents is purely mnisterial.

That has been upheld for about a decade now, including
multiple courts of appeals, the Federal Circuit and the
D.C. Circuit. So ny ability to sue the FDA for
accepting Novo's incorrect use code is not really a true
alternative renmedy.

The remedy that Congress gave ne, that | --
t hat we think Congress gave us, is an enornously
efficient remedy. We filed our counterclaimand within
3-1/2 nmonths we got an injunction asking Novo to correct
Its use code.

JUSTI CE ALITO. Suppose you didn't

Alderson Reporting Company
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10

file the -- suppose the counterclaimprovision wasn't
avail abl e, and Novo -- you filed a paragraph IV
certification and Novo sues you for infringenent. Could
you not defend the infringement action on the ground

t hat your use of the -- of the drug was not in -- did
not infringe their patent?

MR. HURST: | could not.

JUSTICE ALITO. Wiy -- why is that?

MR. HURST: Because there's two paths that
are avail able under the FDA to get -- for a generic to
get approval. One is section (viii), and if | proceed
under section (viii) | can carve out the patented use
fromny label. |[If -- and Your Honor'.s question assuned
| went through the other route, paragraph IV. | am
not -- FDA does not allow you to carve out any portion
of your |abel if you are proceedi ng under paragraph IV.
So in the circunstance that you just described, |
would -- | would be infringing under paragraph IV and
the only way for me to get on the market is to
i nval i date the patent.

Now, think about what that nmeans. Novo is
forcing us, essentially, to infringe. W don't want to
infringe. W are trying to carve out our | abel so that
we can proceed under section (viii). They have bl ocked

our ability to use section (viii), so they've forced us

Alderson Reporting Company
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11
I nto paragraph 1V, forced us to infringe. And what

happens if we fail to invalidate the patent? W are
kept off the market until 2018 for admttedly

noni nfringi ng uses of the drug. There are two

adm ttedly noninfringing uses of the drug. That's where
we want -- that's what we want to use to get to the

mar ket .

JUSTI CE KAGAN: M. Hurst, would -- would
you agree that Congress did not contenplate this
situation? As | understand it, it wasn't until 2003
that the FDA all owed conpanies to wite their own use
codes, and that's what creates this problem So woul d
you agree that the Congress that passed this act really
couldn't have had this situation in m nd?

MR. HURST: | wouldn't agree, because | ook
at the timng. The FDA issued the regulation entitled
"Subm ssion of Patent"™ -- "Subm ssion of Patent
I nformation"” in June of 2003. Congress enacted this
counterclai musing the same | anguage i n Decenber of
2003. The subm ssion of patent information regulation
by the FDA with respect to method-of-use patents, and
that's what we are tal king about here, is all about
ensuring that the use code itself is accurate and
correct and matches up with the patent.

So | think this is sonmething that Congress

Alderson Reporting Company
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12

clearly had in m nd, because you have to assune that

t hey knew about the regulation enacted by the agency
that was adm nistering this statute, issued just nonths
before they enacted the counterclai musing the sane --
t he sane --

JUSTI CE Gl NSBURG. But what about the fact
that the FDA and not the patent holders were drafting
the use code at the tinme this |egislation passed?

MR. HURST: Justice G nsburg, that is
i ncorrect; your timng is incorrect. Prior to June of
2003 the FDA was authoring the use codes based on
i nformation fromthe brand conpani es, but after
June 2003 the brand conpani es were authoring the use
codes and the statute was enacted after June of 2003.

JUSTI CE KAGAN: So you are suggesting
that --

JUSTI CE KENNEDY: When the FDA was witing
the codes, was it witing about the scope of the patent?
O was it witing about | abeling?

MR. HURST: It was witing about the scope
of the patent. The use codes have al ways been about the
scope of the nethod-of-use patent; it has never been
about anything other than the scope of the nethod-of-use
patents. The only --

JUSTI CE KENNEDY: We can ask the government,

Alderson Reporting Company
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13
but why did it think that it |acked the expertise,

because it didn't want to opi ne under the patent |aws?

MR. HURST: | think the short answer is yes;
t he FDA has al ways done their very best to not get
anywhere near the patents. They don't do patents,
essentially, and so they decided -- and there was a --
there was a notice and rule -- I'msorry, notice and
comment rul emaki ng about this, and eventually they
decided to make -- to have the brands submt the use
code.

JUSTI CE KENNEDY: Would it suffice in the
description just to give a cross-reference to the
patent, to say the use of this drug as described in
patent cl ai m number 43?

MR. HURST: It -- it would not be
sufficient, because the way -- the whole purpose of the
use code is to adm nister section (viii). So what the
FDA does is they take the use code, and they match it up
with the [abel, and then the generic gets to carve out
what ever the brand conpany says is patented via the use
code.

JUSTI CE SOTOVAYOR: Counsel --

MR. HURST: But if | could get back to a
question, Justice Scalia, that you asked about the --

whet her correcting typos in patent nunbers is a real

Alderson Reporting Company
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14

role for the correction remedy. | would submt it is
not. And for all practical purposes, Novo is asking you
to elimnate the correction renmedy fromthis statute,
and here's why. Think about what they are saying.

Novo i s saying that the brand conpany
decides to put the patent in the Orange Book, but
sonebody transposes two nunmbers. There is a -- there is
a mstake that's made. What does that mean in concrete
terms? Well, if you transpose the two nunbers, the odds
are astronom cally high that the brand conpany is citing
a patent that they don't own and that certainly doesn't
relate to the drug in question. It mght relate to tire
treads; who knows?

But you do not -- Congress did not enact a
Federal cause of action to address typos in patents.

The brand conpany has every incentive in the world --
and the generic conpany has no incentive to file a
lawsuit to fix that. But the brand conpany has every
i ncentive in the world to ensure that they don't nake
such m stakes, because there is a statutory benefit to
properly listing patents.

JUSTI CE SOTOVAYOR: Counsel --

JUSTICE SCALIA: So it -- it's -- it's --
the issue is not whether Congress enacted it only for

that. The issue is whether Congress enacted it for that
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15
in addition to a |lot of other stuff.

MR. HURST: But --

JUSTICE SCALIA: | nmean, it's a very small
detail, you know -- "correct."” You are saying this one
word, "correct,” in this immense bill with all sorts of
cause of actions and other provisions here and there;
that one word has this, this m niml neaning.

MR. HURST: You have --

JUSTI CE SCALIA: It's conceivable.

MR. HURST: You have to give it sone
meani ng. You have to give it some practical meaning.
And right now -- and it's only -- the counterclaimhas
only two renedies, so Novo is arguing that the first of
the two renedies is practically nonexistent.

JUSTI CE SOTOVAYOR: Counsel --

MR. HURST: There is no role -- I'"msorry.

JUSTI CE SOTOVAYOR: |I'msorry. Finish
answeri ng.

MR. HURST: There is no role whatsoever. It
i s surplusage by any definition to -- to say that --

"correct" is surplusage by any neani ngful definition.

If you even put a dose of realismto this, "correct"” has
no role under Novo's reading, while we preserve a
distinct role for both the correction and the del etion

remedy.

Alderson Reporting Company
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16

JUSTI CE SOTOVAYOR: | will wait for your
rebuttal.

MR. HURST: Thank you. |'msorry, Justice.
Sot omayor .

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

M . Horw ch.

ORAL ARGUMENT OF BENJAM N J. HORW CH
ON BEHALF OF THE UNI TED STATES,
AS AM CUS CURI AE, SUPPORTI NG THE PETI TI ONERS

MR. HORWCH. M. Chief Justice, and may it
pl ease the Court:

| would like to pick up with Justice
Kennedy' s question about FDA and writing use codes. The
first thing I'd point out is that before 2003, although
FDA wote the actual text that went in the Orange Book,

it was relying on information submtted on a sort of

free-form declaration by the -- by the brand. So the
brand was still kind of -- excuse ne -- calling the
shots in that -- in that respect.

But the -- but the nore inportant point is

that the FDA doesn't have the resources or expertise
or -- to engage in the substantive patent eval uations
that, that would be required under a theory where you
woul d go sue the FDA if you had a problemw th this.

But nore to the point --

Alderson Reporting Company
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17

JUSTICE GINSBURG: M. Horwi ch, do we -- do
we know what FDA's position is in this case? 1Is the
position you are presenting the position of the FDA?

MR HORWCH We -- yes. W represent the
United States here, and so we -- we speak -- we speak
for FDA and the other agencies of the government who are
very concerned here about the conpetition |aw effects of
this. | mean, that's -- that's in some ways the bigger
story here.

JUSTI CE KAGAN: Well, M. Horw ch, what does
t hat mean exactly, that you represent? | nean, this
m ght be a case where we woul d give the agency
def erence, except the agency's nane doesn't appear on
the brief. So should we give you any deference?

MR. HORWCH: Well, the nanes on the brief I
t hi nk should not be a guide to the deference question.
But we are not really claimng deference in the sense --
because what we are construing here, what the Court is
construing here, is the counterclaimprovision, which is
a Federal cause of action. So the Adams Fruit decision
of this Court would say that agencies don't get
deference in defining the terns of a Federal cause of
action.

We do think that -- we do think that it's

i mportant to recogni ze that Congress and the agency were

Alderson Reporting Company
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18
engaged in a dialogue in 2003. And although I wouldn't

| abel that deference, | would -- | would probably
characterize it nore accurately as Congress buil ding
upon what FDA had done in constructing its patent

i nformation regul ati on and Congress saying, we need a
means to -- to protect the integrity of the system FDA
has set up.

JUSTI CE KENNEDY: Just one nore question on
how this works. \Why does the FDA rely on use codes in
t he Orange Book to nmake the carve-outs if it doesn't do
anything to ensure the accuracy of the code?

MR. HORWCH: Well, the statute -- well, let
me start with the basic that the statute envisions that
there will be carve -outs. That's the whole principle
behi nd section 8. And so FDA says, well, we need to
know when a generic has made a valid carve-out. And FDA

says, and FDA goes through this in the 2003

rul emaking -- if you read through the preanble there is
nore detail. But the short of it is FDA has three
choi ces.

It could rely on the generics to say that
t hey've carved out, but that doesn't really work because
t he generics could say sonething and then get on the
mar ket when they hadn't proper carved out and that kind

of defeats the whol e point of Hatch-Waxman's principle

Alderson Reporting Company
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of getting patent issues resolved before regulatory
approval .

FDA could, as a second alternative, try to
eval uate statutes itself. But nowhere else in the
statute is FDA given any role in the substantive
eval uation of patents, and with good reasons. This
Court has said in its Markman decision that claim
construction of patents is a question of law. The
actors in our systemthat decide what patents nean are
courts and ultimately this Court; it's not FDA.

So the third choice --

JUSTICE ALITO If the patent holder -- if
t he patent holder wites a use code that is
ridiculously, totally, unreasonably broad, is there
anything that FDA can do about that?

MR. HORWCH  Well, I think the problem
Justice Alito, is that from FDA' s point of viewit's a
very slippery slope, because as soon as FDA starts
undertaking criticismof a use code its effective -- the
only basis for criticizing it is |looking at the patent.
Now, this may be a very easy case, but the Court
shouldn't be fooled that all cases are going to be easy.
And if FDA here were to go in and said, well, this
doesn't look like it's the same as the claimof the

patents, in the next case, where it's a nore difficult
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20

gquestion, where there may be sone very good faith

di spute between the parties about the very nmeani ng of
the patent, FDA is going to have to nake a deci sion one
way or the other, and it's going to get sued.

JUSTICE ALITO  Well, what about after --
what about after there has been litigation and a court
has deci ded that a use code that was witten in a
particul ar case was totally unreasonabl e? Does that
mean that the witing of that was in violation of sone
provi si on of the Food and Drug Act or FDA regul ations
and that there woul d be sonme sanction against the
conpany that did that?

MR. HORWCH: Well, I thisnk the -- | think
the only posture in which a court would actually | ook at
a use code and evaluate it is under the counterclaim
The court would not be | ooking at a use code under
traditional paragraph IV litigation, and so the author
of the majority opinion bel ow was ki nd of m staken in
t hat regard.

CHI EF JUSTI CE ROBERTS: What about an APA
action against the FDA for relying on the use code?

Coul dn't that be challenged as arbitrary and caprici ous?

MR. HORWCH: Well, it seenms to nme that that
chal l enge woul d fail because FDA has nade a reasonable

construction of the statute, that its role its role is
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mnisterial, it does not engage in substantive
eval uati on of patents because the statute doesn't
envision that. So FDA would win that suit.

On the other hand, if -- going back to ny
answer to Justice Kennedy, if we are talking about kind
of a second scenari o where FDA does engage in
substantive patent review, yes, FDA could get sued. But
the problemwth that is that FDA is going to get sued
in an APA suit, the real parties in interest are going
to be the generic and the brand, FDA is not going to be
owed any deference because it's going to turn on a
matter of claimconstruction, which is a question of
| aw.

JUSTI CE KENNEDY: So how do you descri be
what the FDA does? What's your third?

MR. HORWCH: So what FDA does do is it
accepts the subm ssion fromthe brand describing its --
describing its use code. And FDA says in its 2003
rul emaking: We are trying to do the best we can through
the adm nistrative process to get good information in
the first instance.

JUSTI CE KAGAN: And it's your understanding
that you require conpanies to state the scope of the
patent in the use code, or mght you think it's

perfectly perm ssible for a conpany to wite its use
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code in ternms of indications?

MR. HORWCH It's certainly possible in a
particul ar case that the indications would be
appropriate. This is -- what we are asking for in the
use code is sonmething that's good enough to do the job

that the use code is intended for, which is to inform

FDA --
JUSTI CE SOTOMAYOR: But you said that --
MR. HORWCH: -- what needs to be carved
out .
JUSTI CE SOTOVAYOR: Except, counsel --
JUSTI CE KAGAN. So that -- I'msorry, go
ahead.

CHI EF JUSTI CE ROBERTS: Justice Sotomayor.

JUSTI CE SOTOVAYOR: Except the FDA tells
parties not to rely on the orange code.

MR HORWCH: It --

JUSTI CE SOTOVAYOR: It tells them what
controls is the patent.

MR. HORWCH: Well, that is true that FDA
said that the parties should | ook at the patent. But
what FDA said in its 2003 rulemaking is that it would
rely on the use code.

Let me al so point --

JUSTI CE SOTOVAYOR: Could | ask you --
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MR HORWCH |'msorry.

JUSTI CE SOTOVAYOR: -- just on a practical
basis. | understand that the Petitioner has filed an
amended | abel in 2010. | presune that that anmended
| abel copies the current |abel with the exception of
substituting the manufacturer.

MR. HORWCH: The label -- | can't speak to

what the labeling in the application is right now,
because it's confidential.

JUSTI CE SOTOVAYOR: But let's assume
that's --

MR. HORWCH: But if we assunme for the sake
of argunment that it's the sane, yes. -

JUSTI CE SOTOVAYOR: Now, it clains that when
t he paragraph IV -- the paragraph IV action is started
and it's sued for infringenment, that it's automatically
going to | ose --

MR HORWCH:. Well, that's right, and in
fact --

JUSTI CE SOTOVAYOR: -- because --

MR. HORWCH: In fact, Caraco has stipul ated
to that. That's at joint appendix 177, because it
I ncl udes the --

JUSTI CE SOTOVAYOR: Could you explain to

me -- could you explain to ne why? 1|s nerely the use of
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a |l abel that's identical infringement or is it an
i nfringenment of the underlying patent?

MR. HORWCH: It would be inducenment of
i nfringenment to sell a product with | abeling that
suggests that the product be used for a patented nethod
of use.

JUSTI CE SOTOVAYOR: (Okay. So tell us how a
court gets out of the quandary of there being a claim
that is stipulated to -- I've infringed -- and then how
does it deal with the counterclain? Now, the district
court just ignored the act of infringenment bel ow and
went straight to the counterclaim But |I'mnot quite
sure how you get out of the quandary-.that this creates
for the courts and the parties.

MR. HORW CH: The counterclaimis designed
precisely to get out of the quandary, because what it
says is the paragraph IV litigation here, the choice
bet ween i nfringenment and noninfringenent, is a fal se
choi ce, because if the counterclaimprevails and the use
code changes the paragraph IV litigation is going to go
away because Caraco is going to want to go proceed
t hrough section (viii). 1t's going to be able to carve
out and get approval that way w thout a judgnent in the
paragraph IV litigation.

JUSTI CE SOTOVAYOR: Let's assune that Caraco
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puts in a label like the one it wants to use under claim
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4. WIIl the FDA just kick it out?

MR. HORWCH: Yes. |[It's not -- it's not
perm ssi bl e.

JUSTI CE SOTOVAYOR: It will not even ask for

a response from Novo?

MR. HORWCH. FDA will not permt -- does
not permt -- will not approve the application where
theirs is carve-out conmbined with section -- with

paragraph 1V.

JUSTI CE SOTOVAYOR: But is that before --
wi t hout an infringenment action by Novo?

MR HORWCH: |'m not sure of the timng.
Of course, it's possible. The paragraph IV litigation
is sonewhat in the control of the parties, so it's not
as if FDA sends out the notices that could trigger the
litigation. But there m ght not be -- there m ght not
be --

JUSTI CE SOTOVAYOR: I f you tell nme the FDA
doesn't want to get involved in construing the patent,
why is it kicking out the claimfor, claimfor, claim
until Novo does a suit on whether or not the generic is
I nfringing or not --

MR HORWCH: | --

JUSTI CE SOTOVAYOR: -- and let that issue be
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deci ded bel ow?

MR. HORWCH: From FDA's point of view, it's
not a sufficient application if there's carveout
| abel ing presented with a paragraph IV certification.
And |'d also say this. To take a step back, the fact
that there m ght be conceivably alternative renedies
under sonme ot her construction of the operation of the
statute shouldn't make you think the counterclaimisn't
avail abl e here. After all, the situation that Novo
agrees --

CH EF JUSTI CE ROBERTS: Fi ni sh your
st at enent .

MR. HORW CH:. Thank you. -

-- the situation Novo agrees is covered by
the counterclaim where the patent doesn't belong in the
Orange Book at all, is one that can be renedied at sone
expense and del ay through paragraph IV litigation by
provi ng noninfringenent if the patent's irrel evant.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

M. Perry.

ORAL ARGUMENT OF MARK A. PERRY

ON BEHALF OF THE RESPONDENTS

MR. PERRY: M. Chief Justice and may it

pl ease the Court:

| think the | ast hal f-hour has made cl ear
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that what really is at issue here is a challenge to
FDA's adm ni stration of the Orange Book. That is an APA
chal l enge, not this counterclaim

Justice Kennedy, you asked if when FDA was
writing the use codes did it describe the scope of the
patent, and M. Hurst said yes. That's false. The
answer is no. For exanple, if |I could point to the
j oi nt appendi x at page 522, these are sone FDA- aut hored
use codes. Everything before U530 is an FDA-aut hored
use code. U275.

CHI EF JUSTI CE ROBERTS: |'m sorry. \What
page have you got?

MR. PERRY: Page 522, Your Honor.

CHI EF JUSTI CE ROBERTS: Thanks.

MR. PERRY: U275, "Method of use of the drug

substance. " U278, "Method of use of the indication of
the drug product.” U279, "Method of use of the approved
product."” These were the ones that the FDA wrote when

it was responsible for witing use codes to put the
worl d on notice.

So U-278, nethod of use of the indication of
t he product, the patent relates to secondary
hyper par at hyroi di sm but you will never know that from
the use codes, and that's when the FDA was witing it.

In 2003, FDA decided to turn it over to the
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I ndustry. And it said in this rule making, and you' ve
heard about the rule making but not what FDA actually
said. It said to this: "W believe,"” and | am quoting

by the way from page 19 A of the reply brief. This is
68 Federal register page 36,682. "W believe an
approach that requires the NDA applicant or hol der or
patent owner to identify the approved nethods of use
protected by the patent is nobst consistent with the
general bal ance adopted in the Hatch-Wxman Act. And
then the generic industry during this very rule nmaking
made all of the argunments that M. Hurst has nade today,
said we should have nore of a challenge, we should have
litigation and so forth, and the FDA-said no, that's not
ri ght, because that would |l et the generics pick it.

And we said -- they said, we shouldn't do
that. And this is inportant. This is on page 24(a) of
the reply brief. The FDA said very clearly, "There
woul d be repeated litigation over individual patent
lifting decisions." That's a bad idea, the FDA said,
because there is no assurance that NDAs woul d be
approved sooner or generic drugs would enter the market
any nore rapidly.

CHI EF JUSTI CE ROBERTS: But the alternative
is that the FDA is going to have to hire an awful | ot of

patent |awyers to review the use codes and their
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correspondence to the actual patents.

MR. PERRY: There are several alternatives,
Your Honor. First, the FDA could de-link the
i ndi cations fromuse codes. Right now the regul ations
say that you can base your use code on the indication or
use code as identical or indication applies with every
regul ation.

You didn't hear M. Horwi ch say that FDA
t hi nks our use code is wong. FDA has accepted our use
code. Caraco filed an adm nistrative challenge to the
use code arguing that it was arbitrary and caprici ous
under the APA. And that's the way agency actually gets
chall enged in the ordinary course as - this Court has seen
it many tinmes. Not here.

CHI EF JUSTI CE ROBERTS: Well, that's the way
agency action gets challenged when it's substantive
action. The FDA's position, the United States position
Is that this is purely mnisterial act.

MR. PERRY: Your Honor, they have chosen to
make it a mnisterial act, which is not a negative, by
the way. It is the Federal Drug -- Federal Food and
Drug Adm nistration. Wat they do is admnister this
program And they have in other areas, such a patent
term extensions, entered into nmenoranduns of

understanding with PTO where there are patent issues so
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that there is interagency cooperation to deal with
patent issues. They could do that here but they have
chosen not to, and in the exercise of their enforcenent
di scretion said: W are going to accept the ANDA
applicant's subm ssion.

And, nore inportantly, FDA has made the
policy decision to tie the section viii determnation to
t he use code. They don't have to do that. That's not
in the statute. They could change that by rule nmaking.
And third, on the indication, for exanple, Novo's use
code always follows the indication. The change in this
case i s because FDA changed the indication.

JUSTI CE SOTOMAYOR: What -odds woul d you

MR. PERRY: [|I'msorry?

JUSTI CE SOTOVAYOR: \What odds woul d you put
as a betting |awer on themw nning a challenge to the
FDA policy decisions of what its capable of doing and
not doi ng?

MR. PERRY: Your Honor, there have been
about a dozen APA chall enges to various aspects of this
adm nistration in the DC Circuit over the past ten
years. The generics have won several of themincl uding
nost inportantly the Purepac case that we cite in our

brief which is direct challenge to FDA's refusal of a
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section viii carveout because of the use code, and the
generic won that argunent. It said it was arbitrary and
capricious for the agency to do what it did. So --

| ook, every APA battle is an uphill battle. They're the
plaintiff. They burden -- the burden of proof. It is

an avail able remedy. You couple that, Your Honors,

with the--

JUSTI CE Gl NSBURG: \What you descri bed
sounded very nmuch like this case. So if the -- what was
the DC. Circuit case? |If -- if the DC Circuit said its
arbitrary and capricious not to -- to just accept the

brand's use code --

MR. PERRY: In Purepac, Your Honor, the
brand changed its position but the FDA did not change
its position accordingly. And that was the
arbitrariness there. Here of the brand changed its
position and the FDA went along. So | don't think they
would win that case, to be clear, in our particular
facts. That's because Novo has done nothing wong. |
mean, you've heard about, a | ot about over breadth,

m sl eadi ng, bl ah, blah, blah. There is nothing wong
with Novo's use code if the agency agrees with that.

JUSTICE BREYER:. Can | bring you back for a
m nute, please, to the statute, and if you -- it's in

page 3 of the blue brief. And in just reading it, |
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m ght be m ssing something which you will point out to
me, I'"msure. But if you get the statute at the bottom
of the page, it says, as | --if you've got it there,
right?

MR. PERRY: Yes, Your Honor.

JUSTI CE BREYER: It says, "If the ANDA

Hol der,” now that's -- that's Novo, "holder of the
approval -- the approval Hol der for the drug, a" -- |I'm
ski pping words -- "a use of which is clained by the

patent” and that's what you are doing -- what's that use
was, and | | ook at page 12 and the use is "a nmethod for
i mproving glycemc in adults with type 2 di abetes
mellites.”

So that's the use that you're -- that's the
use that's clainmed by the patent. "If you bring a
patent infringenment action against the ANDA applicant,”
that's them "the ANDA applicant may assert a
counterclaim which they want to do, seeking an order
requiring the holder to correct the patent information
on the ground that the patent does not claiman approved
met hod of using the drug.”

So I look at that with those words -- 1've
ski pped words. | look at those words and | say that's
what they are saying. They are saying the use that --

that it -- that your patent does not cover a portion of
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the set of things described by your use. And therefore
they would like to correct the description so that the
description no |longer covers sonething that you do not
have -- a use that you do not have a patent on. Now
that would seemto nme to fit within those literal words.
And of course the purpose is what we have been arguing
about. But just looking at the literal words, why
doesn't it fit?

MR. PERRY: Justice Breyer, your question
conflated as Caraco often does, the use and the
I ndi cation. You quoted the indication, that is, a
met hod of inproving hypoglycem c control. The use is
repagl i nide conmbined with metformn. - They are discl osed
in different parts of the label. The indication is
under indications, and the use is under dosage and
adm nistration. That is the way FDA has al ways
adm ni stered this, and that's the distinction between
I ndi cati on and nmet hod of use, which why the regul ations
and the formare witten in the alternative.

JUSTI CE BREYER: I n other words, you are
saying that the -- this -- a nmethod for inproving
glycemic control in adults with type Il diabetes
nellites is not the patent information.

MR. PERRY: Your Honor, that is the

i ndication that --
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JUSTI CE BREYER: | know, but are saying it

Is patent information?

MR. PERRY: It is not patent information
subm tted under (b) or (c) of section 505 which is the
statutory language. It is information submtted under
314.53(p)and (e) of the regulation, which is a different
guesti on.

JUSTI CE KAGAN: Was not the regul ati on
I ssued under this statutory section?

MR. PERRY: No, Your Honor. The regulation
was issued under section 701, the general rul emaking
authority. They cite section 505, but there was a
subsequent rul emaki ng when Pharma, the trade association
for the branded industry, challenged FDA's authority to
require all this information. And then in 2007
rul emaki ng that my friends on this side never cite, FDA
cane back and expl ai ned that our -- that the patent
subm ssion reg is based on section 701 to facilitate the
section viii and ANDA process, not an interpretation of
section 505. And there are lots and |ots of
I nterpretations of the statute. Drug --

JUSTI CE SCALI A: Can you give us of a cite
of that, please?

MR. PERRY: |'msorry, the 2007 rul emaking
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JUSTI CE SCALI A: You don't have to do it

now. Just file it with the Court. | don't want to eat
your time up.

MR. PERRY: You Honor, it is cited in our
brief and my coll eague will hand up to you nonentarily.

JUSTI CE SCALIA: ©Ch, it's cited in principal
brief?

MR. PERRY: In the red brief, Your Honor.

JUSTI CE SCALI A: Yeah. Don't waste your
time. Go ahead.

MR. PERRY: Justice Breyer --

JUSTI CE SCALIA: | don't really care.

MR. PERRY: To further answer your
question- -

JUSTI CE BREYER: | do. Maybe your coll eague
can find it for you.

MR. PERRY: Justice Breyer, there is another
point on the structure of the statute. If you | ook at
the chart in the back of our red brief where we tried to
| ay out the various provisions of the actual statute,

the counterclaimthat the Court read and that we are

focused on tal ks about "a" use. And in the preanble it
says, "If the patentholder clains a use --
JUSTI CE BREYER: You know, | know t hat

argument, right?
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MR. PERRY: So --

JUSTI CE BREYER: You don't need that
argunent. If you're right that the patent information
in this particular provision does not have anything to
do with or at |east does not cover the words about
di abetes | just read, well, then | guess this section
woul d have nothing to do with it because those are the
words they want corrected, aren't they?

MR. PERRY: That's correct, Your Honor.
There's a section --

JUSTI CE KAGAN: M. Perry, in your Vview
patent information is just the patent number and the
expiration date, and that's all?

MR. PERRY: The patent information submtted
under (b) and (c) of section 505, correct, Your Honor.

JUSTI CE KAGAN: |s that just the patent
number and the expiration date?

MR. PERRY: That's right. And we know t hat
because the Congress at the sane tine debated it, an
alternative bill that was sponsored by the Denpcrats
that had lots and | ots of additional patent information.

JUSTI CE KAGAN: Well, why woul d anybody have
created this counterclaimto fix the patent nunber and
the expiration date when that can be done by way of the

defense to a patent clainf
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MR. PERRY: Your Honor, it's inportant to

remenber the counterclaimis only a delisting provision.
It is a very narrow provision. The FTC report that's
cited in the briefs identified eight cases in the first
18 years of Hatch-Waxman that raised this problem of
| mproper listing, nostly due to successive 30-nonth
stays. That was fixed in the counterclaim and the
30-mont h stays were fixed and there has never been a
case since -- since 2003 there has never been --

JUSTI CE GI NSBURG: \What was fixed? | mssed
what you said. Wat was fixed in the counterclainf

MR. PERRY: The countercl ai m addressed the
probl em of inmproper listing that was -addressed in the
FTC report. The purpose of the counterclaim according
to its sponsors, and according to the conference report,
the listing of inproper patents, that problem has gone
away. There is no such problemany nore. |t has never
conme up again. The counterclaimwas entirely successful
in solving the problem that Congress set out to address.
It had nothing to do with use codes.

JUSTI CE SCALI A: What do you nean by the
probl em of inproper listing?

MR. PERRY: Your Honor, what the FTC report
expl ai ned was that certain branded conpani es near the

expiration of the listed patent would cone in and file a
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second patent in the Orange Book, even though it was not
properly listed, it didn't fit within section 505(b) in
the listing requirements, solely for the purpose of
getting a second 30-nonth stay, essentially to box out

t he generic conpani es; And that that was an

anti conpetitive action.

They recommended the counterclaimto fix
that, and at the same tinme the FTC said if Congress were
to enact such a counterclaimit is unclear how
frequently it ever would be used. So this was al ways
I ntended to be a very narrow -- it's not a fix-al
remedy.

JUSTI CE KAGAN: So your argunent, M. Perry,
is not just that the word "correct” does no work. Your
argument is that the entire provision no | ong does any
wor k?

MR. PERRY: No, Your Honor. M argunment is
very sinple. A delisting question, it's an on/off
switch. Either the patent is properly listed in the
Orange Book or it's not. The counterclaimgives the
generic a one-shot knock-out remedy. |If it's not
properly delisted it goes away, and a bunch of things
follow fromthat. There is no 30-nonth stay, there is
no paragraph IV litigation, there is no inpedinent to

FDA approving the ANDA, because if the patent isn't
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listed in the Orange Book then a whol e separate set of
ANDA approval requirenments kick in. A use code is
nothing |ike that.

CHI EF JUSTI CE ROBERTS: l'"mstill not
following it. |It's not listed sinply because the nunber
IS wrong?

MR. PERRY: Your Honor, the usual case is
It's not listed because it doesn't fit. The nost fanous
exanpl e, the Buspar case that clained a nmetabolite
rat her than the drug substance and that wasn't the
proper listing for that reason.

The correction | anguage whi ch does cone out
of the other bill, the alternative bi:ll, and we do think

is an artifact as the |anguage is used, is there to give
flexibility to courts. |If you have a situation of an
i nproperly listed patent, then the court has nore
flexibility than sinply delisting.

CHI EF JUSTI CE ROBERTS: The brand
manuf acturer has an overwhel m ng incentive to list the
correct patent, doesn't it?

MR. PERRY: Yes, Your Honor.

CHI EF JUSTI CE ROBERTS: So why would we give
a procedure to an adversary to fix the nunber when the
brand manufacturer is going to fix it as soon as its

alerted to the probl enf

Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

40

MR. PERRY: Because, Your Honor, if the
generic raises a counterclaimand if it's delisted, the
generic gets no nore 180-day nmarketing exclusivity stay
at the end of the ANDA process. |If it's corrected
t hrough a different patent nunber, the generic would
still have its 180-day exclusivity.

So there is every incentive for the generic
to bring a counterclaimfor a correction if that's the
appropriate renedy. And again, it just gives nore
flexibility to the courts. That is sonmething that very
much woul d benefit the generic and it would be avail able
use of the word "correct.” It may be an unusual one,
but it's certainly avail able.

JUSTICE GINSBURG: | can't imagine that that
would really cone to -- | nean, if it's a transposition
of nunbers, that there would have to be a proceeding to
get it changed. | nean, the m nute that was noticed, I
assune that the brand manufacturer woul d change it.

MR. PERRY: Your Honor, the transposition is
not the problem The nore frequent -- the way we think
it would cone up is these branded conpani es have | arge
portfolios of patents, they |list nany patents in the
Orange Book. You know, Novo has five or six right now.
Ot her conpani es have many nore, dozens and dozens. They

wite these use codes and they associate themw th the
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patents. And in the Orange Book -- by the way, it is
call ed "the Orange Book" because it's orange. And it's
thick. It's got a lot of information in it. It has to
list every single approved drug with the use code. |
mean, it's just pages and pages of nunbers is what's in
here.

It's not a transposition of nunbers, but
rather the listing of one patent and inproperly
associating it with a drug. That could be corrected
t hrough this counterclaim But again, that's worlds
away fromthis use code challenge, which is really what
Caraco wants to bring, sonething that wasn't on
Congress's radar screen because FDA wrote the use codes
at that point.

JUSTI CE SOTOMAYOR: Counsel, let's assune,
because | now take from your earlier conversation with
Justice Breyer that you're saying the use code here is
absolutely right, because the only use that we cl ai ned
was the conbination use of the drug, your drug with the
metformn. But the only thing that is wong here is the
I ndi cation that the FDA has required. So that's not
even wrong because you have no choice about that; is
t hat correct.

MR. PERRY: That -- the indication is

correct.
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JUSTI CE SOTOVAYOR: \What this neans
practically | believe is that when your patent expires
no generic can cone in with a use that's different than
yours because they're going to be boxed out by this
i ndi cation, this overbroad indication. Do you actually
think that that's what Congress intended? | thought
with claim4 and section viii that what Congress
I ntended was to ensure that drugs got onto the market as
qui ckly as possi bl e.

MR. PERRY: Your Honor, that argunent was
made to the FDA by the generic industry in the 1994
rul emaki ng, the first time this issue came up, and they
said: You should not allow use codes to be based on
I ndi cations; you should instead require a description of
t he patented nethod-of-use. You heard M. Hurst say
that again this norning. Here's what FDA said in
response. It's page 59, Federal Register page 50, 346,
quote: "For a use patent, FDA includes in the Orange
Book a code identifying the indication covered by the
patent. We decline to expand the Orange Book to include
patent descriptions.” Then it went on to explain that
persons interested in patent descriptions should consult
the official gazette --

JUSTI CE BREYER: Yeah, but what it al so says

is this, and that's what | want to go back to this
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literal statutory argunent. W took the words, because
this is what you can correct. What you can correct, the
statute says, is you can correct "patent information
subm tted by the Hol der under subsection (B) or (C)."
So we | ook at (B), and what (B) says is (B) tells us
that you are supposed to submt in respect to where you
claimthe use of a drug the patent nunber and the
expiration date.

So, so far that seens to support you. But
then we | ook at the regulations which the FDA
promul gated, | take it pronulgated in respect to (B) and
(C, particularly the sentence | read, or mybe sone
simlar sentence, and it tells you that you have to
provi de the description of the patented nethod of use as
required for publication. So now | go back and | ook at
what you did provide. And what you did provide was you
provi ded -- you said that what we do, we have a nethod
for inproving glycemc control in adults with type II
di abetes nellitus.

That seens to fit directly under (iii) of
the FDA's requirenent and that FDA requirenment was an
expansion of (B )and therefore it sounds to nme as if

when they say "correct," "correct the patent
information,"” it includes the sentence that you put

there that they would like to see corrected. Now,
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what's wrong with that?

MR. PERRY: First, the regulation is not an
I nterpretation of 505(b). It's an inplenentation of
701. Second and nore substantively, however, the
form-- you quoted accurately from Box 4.2(b) of the
form There is also Box 4.2(a) of the form which
i ncludes the description of the nethod of use tied to
the label, which is required by subsection (P) of the
regul ation that you were just quoting to nme. In that
part of the form Novo very carefully describes claim4
of the patent and ties it to the dosage and
adm ni stration and clinical pharmacol ogy sections of the
patent and calls out by reference conbination trials.
The only combination trial in the |abel is the
metform n- repaglinide conbinati on.

And in FDA -- that that is a sufficiently --
because these forns, by the way, you have got themin
here, are these little tiny boxes, you can't put very
much information in there. That is described in there.
It is not that every piece of information required by
the regulation -- the regulation has 19 lettered
gquestions, of which several have subparts, so it's 26
separate pieces of information. They are not al
provi ded in one box, Box 4.2(b). There is actually a

whole form It's four pages long. W filled it al
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out .

And there is an inportant point, Justice
Breyer. This is a sunmary judgnent case. We put in a
decl aration froman FDA expert -- it's in the record
before the Court -- explaining how every single box ties
to every single thing in the regulation. That's
absol utely undi sputed on this record. There is no
contrary evidence as to Novo doing anything wong. So
whet her Congress -- to go back to this counterclaim we
know Congress didn't intend it to reach this form
because this formdidn't exist when Congress was
debating the counterclaim

JUSTI CE BREYER: Now, the governnent -- now,
t he governnment, which is representing all the governnent
agenci es, whether the FDA signs it or not, tells us that
t hat | anguage, that (b) and (c) | anguage about patent
information as interpreted by the regs does cover this
stuff. This is about the nost technical statute | ever
read --

MR. PERRY:  Your Honor --

JUSTI CE BREYER: -- and -- when |I'm tal king
about patent information anmong (b) and (c), we have the
governnment telling us that that covers this, and why
don't | just stop right there and say thank goodness |

am out of this case -- and |I'm not out of it --

Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

46
MR. PERRY: | think -- | think | can do no

better than refer the Court again to the 2007

rul emaki ng -- Justice Scalia, 72 Federal Register page
21268 -- which the United States does not address and
whi ch Caraco does not address, in which FDA addressed
your point, Justice Breyer, and explained that this
information -- while useful, and we have never

chall enged FDA's authority to require the information,
but it is not an interpretation of that |anguage patent
information -- this quote (c) is --

JUSTI CE SCALIA: And even if it were, as |
bel i eve the governnent acknow edged, this is not a
situation in which we owe deference to the FDA. The
I ssue is whether a lawsuit can be brought or not.

MR. PERRY: Correct.

JUSTI CE SCALI A: And we -- we don't decide
whet her we have authority to decide cases on the basis
of what the agency thinks.

MR. PERRY: It is certainly --

JUSTI CE SOTOVAYOR: What is the parade of
horribles that you imagine if we were to read the
counterclaimprovision in the way your adversary is
pronoti ng and the governnent is pronoting? Wat --
what, presumably in the normal case and the one that the

regul ati ons appear to expect is that the use code, the
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I ndi cation code, everything is going to match the
patent. So in that situation, the counterclaimwould
have no work to do.

So what is the parade of horribles?

MR. PERRY: Your Honor, first, the
counterclaimhas no work to do for use codes. There is

a conmpl ete disconnect there, so --

JUSTI CE SOTOMAYOR: | -- I'"m asking you to
accept that we are to -- as an assunption only, don't --
it's not intended to be a -- a ruling -- to assune that

we read the counterclaimin the way your adversaries
want us to. \What's the parade of horribles?

MR. PERRY: Your Honor, it is going to add

conpl exity, expense and so forth. The reason -- the
problenms with all civil litigation, all new causes of
action -- and this was raised during the congressional

debat es, when they proposed a freestandi ng cause of
action for generics to sue over a whol e bunch of things,
Congress was up in arnms, and said no, we are not going
to do that because we don't want to let private parties
i nto the FDA process.

This Court is famliar with that and the
parade of horribles fromthe Bucknman case.

JUSTI CE KAGAN: But, M. Perry, there are

al so horribles on the other side, of course. | nean,
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here's -- there's -- there's the statute, and it has
three provisions, and two of them are vague and one of

t hem wor ks agai nst you. One is an approved nethod. |

t hi nk, you know, you both go back and forth about it; it
depends on context. One is patent information, which,
you know, maybe you are right, and maybe M. Hurst is
right. 1It's not really quite clear what it neans to be
under subsection (b) or (c). The third is correct. You
basically read "correct” out of the statute. So at
best, this is an unclear statute from your point of

Vi ew.

And then there is the question of what it
all ows you to do.

The statute read your way essentially allows
you to unilaterally expand your patent in areas in which
it's quite clear that your patent ought not to go --
does not go -- but allows you to do that. So why should
we read the statute so that it effects a purpose that is
entirely antagonistic to the purpose that Congress had
in passing this statute, given that the statute is at
best from your perspective anbi guous?

MR. PERRY: Justice Kagan, this statute was
a political conprom se. There is no debate on the
hi storical record about that.

And the conproni se that M. Hurst indicated
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earlier was that the statute would deal with sone
things -- the counterclaimwould deal with some things,
delisting -- and al nost everything el se would be turned

over to the FDA. And FDA had this extensive rul emaking,
that as M. Hurst said, Congress was aware of.

And during that rul emaki ng, Congress did
several things. First, it confirmed that the industry
woul d use the use code. Second, that use codes could be
based on indication. So there is no extension of the
patent nmonopoly. It is sinply follow ng FDA' s
i nstructions as to indication of use code --

JUSTICE GINSBURG. M. Perry, can | ask you,
on that core question: we have a patent on a drug
alone. It expires, and then the patent hol der gets a
| abel patent that's on a nmethod of use, and we have a
generic that wants to sell the drug al one which is no
| onger patented. Doesn't want to sell it in conbination
with anything else. Wants to sell the drug al one.

Can it do so without infringing the nmethod
of use patent?

MR. PERRY: No. Your Honor, we will -- they
wi |l be sued for infringenment if they ever go to market,
because the generic substitution |aws present in 49
state require or allow pharmaci sts to substitute the

products whet her or not the combination is on the | abel.
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So there will always be an infringement suit, which gets
back to Justice Kagan's question: why would Congress
have contenpl ated? They didn't contenplate this. They
contenpl ated delisting, where you take it out of the
i nfringenment suit altogether.

This issue, indications use code,
section viii, that is all within the agency, but there
Is alitigation problemwth it or challenge to it, that
is what the APA is for. And again, there have been
dozens of APA cases where the generics |largely have
chal | enged FDA's determ nations in that respect.

It is not what the counterclaimis for.
This is a very narrow provision. Wat we're -- we're
parsing, by the way, two clauses in one sentence of a
statute -- the 2003 anmendnents were 415 pages |ong. The
Hat ch- Waxman Act is thousands of provisions |long. Very
del i cate bal ance between | ots of conpeting interests,
billions of dollars at stake. And we have to be
careful. \When Congress creates a new course of action,
the | aw of unintended consequences kicks in here.

We know this is not -- this case is not what
Congress intended. The counterclaimwe don't believe
can be read it all to it. Even if it's anbiguous.
Putting it in context and | ooking at what FDA has

actually said about these matters in its rul emaking,
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when it's faced with the sane chal |l enges that a generic
i ndustry that M. Hurst presented here -- it has
rej ected them over and over again --

JUSTI CE ALI TGO  Cone back to Justice Kagan's
guestion. Your position is really nothing can be done
by a generic that is blocked from marketing a drug for a
nonpat ented use by a use code that -- that is -- that
seens to cover that use --

MR. PERRY: In this case, Justice Alito,
there were two points: first, FDA rejected Caraco's
adm ni strative challenge to the use code. They could
have taken that to the D.C. Circuit under the APA.
Second, they have indicated a rejecti-on of their section
viii carve-out because of the use code. They could take
that to the D.C. Circuit under the APA. That is the
usual course for chall enging agency action.

If there are any problenms here -- our
position is, we have conplied in every respect at every
moment with every bit of FDA's regul ations. And again,
that -- that's what the evidence in this record shows.

So again, | need to push back a little on
ext ensi ons and nonopolies and so forth, because that's
not what this case is about. This case is about a
properly working adm ni strative process, and should in

private litigation between two parties in which the FDA
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w Il not be a party, should that regulatory regi ne be
di smantl ed. You know -- and we actually asked to bring
the FDA in, in this case. Novo did. And Caraco
resisted that.

You know, we think that if you're going to
debate the adm nistration of the Orange Book, it should
be under the APA --

JUSTI CE KAGAN: But -- but here's what we
know about Congress's intent. And it goes back to the
Myl an suit. \What we know about Congress's intent is
t hat Congress wanted to give a generic manufacturer in
this situation a renmedy when there was a conpletely
irrel evant patent. And the question-:is why we should
consider this to be any different. |In sone respects,
this makes -- this is worse fromthe generic
manuf acturer's point of view because the generic
manuf acturer doesn't even have a defense in an
I nfringement suit --

MR. PERRY: Your Honor --

JUSTI CE KAGAN: -- so why should we think
that the Congress that really cared about the result in

Myl an does not care about this?

52

MR. PERRY: Ml an, in the response gives the

generic a one-shot renedy, and you are out of it

altogether. And it's a black-and-white decision. It's
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an on-off switch. Either the patent is properly |listed
or not. In a use code of the Orange Book, there are
over 1000 of them They are shades of gray. There

are -- there are very specific ones, very general ones.
| read to the Court some of the ones that the FDA itself
wr ot e.

You woul d get into these |ong involved
questi ons about conpliance and so forth -- to the
effect, Congress wanted to make generic approvals
qui cker in the Mylan situation. FDA itself, and I
started out ny argunent reading fromthat page, page 24A
of the reply brief, where the FDA said increased
litigation over use codes -- patent |istings -- would
not assure faster generic entry because you woul d spend
years and years, as we all have, litigating these very
| ssues.

So the Congress had it focused on this,
which it never did. There is not one word in the
t housands and t housands of |egislation -- pages of
| egi sl ative history about use codes. Had it focused on
this, it would never have gone this way because it
didn't need to.

And when it did have the broader bill, SAl12,
it failed.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

54

M. Hurst, you have four m nutes.
REBUTTAL ARGUMENT BY JAMES F. HURST
ON BEHALF OF THE PETI TI ONERS
MR. HURST: Thank you.
| would like to start by -- by asking the

Court if I can to turn to the Joint Appendi x, second
vol unme, 484. And | want to address two issues: the
argunent that the use code is disconnected fromthe
patent itself, and it -- it may relate to the indication

regardl ess of what the patent says; and whet her or not
the information is being submtted under subsection (b)
and (c).

If you are at 484, this form went through
noti ce and comrent rul emaki ng before the enactnent of
the counterclaim The title, "patent information
subm tted,” that -- this carries out the regul ation
314.53, entitled "subm ssion of patent information."

Now | ook at right bel ow those two boxes.
VWhat does it say -- how does it say the information is
bei ng submtted? This is a form Novo signed. "The
followng is provided in accordance with section 505(Db).
That's 355(b) and (c) of the Federal Food and Drug and
Cosnmetic Act.

Mor eover, when the FDA issued this patent

subm ssion regulation in its final rule, it cited 505 as
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its legal authority. That's at 28J of the Bl ue Book.
It cited -- and it specifically called out subsections
(b) and (c).

So this is a regulation that was enacted
prior to the enactnent of the counterclaim And now --

JUSTI CE SCALI A:  And what do you say about
the -- the section cited by -- by your coll eague?

MR, HURST: W address -- he's citing
something the FDA said in 2007. And if you actually
read it, we cited it -- we addressed this in our brief.
It actually says our -- our l|legal authority for doing
this was explained fully in 2003. And in 2003, the FDA
cites 505.

Can | turn you quickly to 487 now. This
addresses quite specifically this notion that the
i ndi cation can be used even if it's disconnected from
the patent. 4.2(b). Renmenber what the regul ation says,
and Justice Breyer read this before. 1It's at 127A of
t he appendi x. But the regul ation says that the brand is
required to "the description of the patented nethod of
use as required for publication.”

They are supposed to provide that
information. And | ook what the actual instruction says.
It could not be nore clear. 4.2(b), bottomright side.

"The answer to this question” -- this is where the brand
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supplies the use code -- "the answer to this question

wi |l be what FDA uses to create a use code for Orange
Book publication. The use code designhates a nethod of
use patent that clainms the approved indication for use.”
It depends on what the patent clainms "of a drug
product."

Then it goes on to explain why you need to
do that. Each approved use clained by the patent should
be separately identified in this section and contain
"adequate information" -- this refers to section viii --
"adequate information to assist 505(b)(2) and ANDA
applicants" -- that's us -- "in determ ning whether a
li sted method of use patent clains a-use for which the
ANDA applicant is not seeking" -- that is precisely the
situation we were facing.

We have offered a construction of this
statute that is fully consistent with its text, its
structure and its purpose. And it really is the only
reading of the statute that carries out congressional
intent in terms of trying to prevent situations where
I ncorrect patent information is unfairly del aying
generic conpetition.

Up to this point right now, Novo has stil
failed to identify any reason why anybody in Congress

woul d want the systemto work as Novo posits, where the
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brand conpany gets to supply an overbroad use code?
Wt hout judicial review, wthout agency review? That
bl ocks adm ttedly noni nfringing products fromthe
mar ket pl ace. And | -- and | submt that given the
addition of the correction renedy that would not be in
there if this was not designed to address use codes,
because that's the only thing that can be corrected
w t hout renmedy.

JUSTI CE SOTOVAYOR: Goi ng back to the
guestion that | had. And a nore practical question --

MR. HURST: Sure.

JUSTI CE SOTOVAYOR: As | read the record, in
April of "08, the FDA rejected your section viili
application.

MR. HURST: Yes.

JUSTI CE SOTOVAYOR: All right? And it asked
you to submt an amended code. Your brief says we did
It in Septenber. |Is it anywhere in the record?

MR. HURST: The question is did we --

JUSTI CE SOTOVAYOR: Did you -- you submtted
what the FDA requested for your claim4, the anended
| abel ?

MR. HURST: Yes, we did. And it's in JA777,
paragraph 20. It's a stipulated --

CHI EF JUSTI CE ROBERTS: Thank you, counsel.
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MR. HURST: Thank you, Your

Honor .

CHI EF JUSTI CE ROBERTS: The case is

subm tted.
(Wher eupon, at 11:06 a.m,

above-entitled matter was subnmtted.)
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